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WARNING LETTER
CERTIFIED MAIL
RETURN RECEIPT REQUESTED 01-SWR-WL-24/0

David Ross

Administrator/C E.O,

Phelps County Regional Medical Center
1000 West Tenth Street

Rolla, MO 65401

RE: Inspection ID - 1540130007
Dear David Ross,

On January 29, 2001, a representative of the State of Missouri, acting in behalf of the Food and
Drug Administration (FDA) inspected your facility. This inspection revealed a serious
regulatory problem involving the mammography at your facility.

The Mammography Quality Standards Act of 1992 requires your facility to meet specific
standards. These requirements help protect the health of women by assuring that a facility can

- perform quality mammography. The inspection revealed the following level 1 finding at your
faciiity:

Level 1: The system to communicate results is not adequate for site because:
-There is no system in place to provide timely lay summaries.

The specific problem noted above appeared on your MQSA Facility Inspection Report, which
was issued to your facility at the close of the inspection.

Level 1 findings may be symptomatic of serious underlying problems that could compromise the
quality of mammography at your facility. They represent a serious violation of the law which
may result in FDA taking regulatory action without further notice to you. These actions include,
but are not limited to:

- Placing your facility under a Directed Plan of Correction.

- Charging your facility for the cost of on-site monitoring.

- Assessing civil money penalties up to $10,000 for each failure to substantially comply with, or
each day of failure to substantially comply with, the Standards.



-

evocation of your facility’s FDA certificate, or obtaining a court injunction
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